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March 6, 2001

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED Refer to MIN 01-36

Glen Erickson
Chief Executive Officer
Centr41 Minnesota Diagnostic, Inc.
150 Tenth Street NW
Milacq, Minnesota 56353

Dear Mr. Erickson:

On Ja.nu~ 25-26, 2001, a representati~-e of the State of Minnesota. acting On

behalf of the Foocl and Drug .Administration (FD.~), inspected !-our mobile
mammography facilities (FDA certificates -++112268, 192112, 222406). All three
LIQSA certificates list Central hlinnesota Diagnostic, Inc., c/o Faim-ie\v North lanci

Regional Hospital, 911 h-orthland Dri\-e. Princeton, MN 55371. as the site aclclress.

Data w-as collected at the Princeton, MN. site and eight additional remote sites that
are \-i$ited by your mobile I-ans. These inspections re~-eal serious regulatorn-
problams in~.ol~.ing the mammograph~- at ~-our facilities.

Under a United States Federal la~~-,the NIammograph>- Qualitj Stancla.rcls ,qct of
1992 [MQSA), your facility must meet specific requirements for mammograph:-.
These requirements help protect the health of \vomen by assuring that a ~cilit}-
can perform qualitj” mc~mwra P& Based on the documentation }-our- site

prese~ted at the time of the inspection the follo~~ing non-compliances u-ere
documented at your facilitl”:

Le\”el 1 Non-Compliance:

1. The system to communicate mammography’ results to patients is
inadequate. The sj-stem in place reportecllj- does not pro[-icle a timel~ la>-

summary to all patients” (Affected: All three certificates: repeat non-

compliance for T+2~2406).

Le\-el 12 Non-Compliance:

2. Your complaint handling system is inadequate. Your written policj- lacks

one or more of the required elements. Your manager at the Princeton site
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3.

4.

5.

6.

7.

acknowledged knowing about a complaint from a patient not receiving a
timely lay letter. FDA deems that such a complaint meets the definition of
“serious.” The complaint and its resolution were reportedly not
documented. (Affected: All three certificates; repeat non-compliance for
#222406.)

The corrective actions for film processor QC failures were not documented at
the following sites:
A.) Princeton, MN ‘w~
B.) Elk Ri~’er, MN : 1~1/W~~& _v’~
C.) Lino Lakes, MN .~~
D.) Milaca, MN .~ ~
E.) Zimmerman, MN ~
F.) Sandstone, MN ~ ~%-

The organization of QC records is such that the inspector could not
accurately- verify that the “performance verification test” w-as conducted after
each mo~’e for the mobile units. (Affected: Cited under FD.+ certificate
# 112268, a.k. a, Mobile “ 1“ or Mobile “A,” but relates to all three certificate s.)

Correcti\-e action before future exams for a failing phantom imaSe score. a
phantom background optical densit~-, or densit~- difference outside the
allow-able regulator:- limits. lvas not documented for:
A.) .@ unit certifieci unc!er # 112268 (Mobile “ 1“ / Mobile “-+-”)
B.] @VV -~nit certified under # 192112 (Mobile “2’” / Mobile ‘“B”)

The medical ph}-sicist’s sum-e>-for all three FD.+ certificates is incompl~~~e
because the s}-stem artifact test u-as not completed for all remt>tt>l~-locateci
film processors.

Note: Under the Qu=alitl’ Standards, a qualified ph~-sicist must c(]&plete th~>
artifact test. Because ~-our operation uses remotel:- locateci film processors.
the phj-sicist m-ould ha~-e to ~-isit each remote location. To reclucc the
burden of this requirement you maj- w-ish to submit a request (under Title
21, Code of Federal Regulations, Part 900.18 [2 1 CFR 900. 1S]) for an
Alternati~-e to the Quality Standard (Alternatil-e St.anclard). Such a recluest
may propose that the test films be generated b:- rernotelj- located staff ant!
then forwarded to the phy-sicist for re~-iew-. Other alternati[-e m~’thods ma]

also be proposed. Appro\-al of an alternate standard is recluirecl prior to its
implementation.

Your system to collect medical outcome data from positi~-e mammograms
(e.g. biopsv results) is inadequate. If the patient chooses to ha~-e a biopsj- at

a site other than those under your direct control, reportedly no attempt is
made to learn the results of that biopsj-. (Affected: All three certificates. )
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Repeat Level 3 Non-Compliance:

8. The QA program is inadequate because various elements (desi.wation of
personnel responsibilities and defined QC test procedures) are either
missing, incomplete, or inaccurate. (Affected: All three certificates; repeat
Level 3 non-compliance for certificate #222406.)

The specific problems noted above appeared on your MQSA Facility Inspection
Report which was issued to your facility following the close of the inspection.

Because of the repeat Level 1 non-compliance, FDA would like to meet with you or
your representative to review how you plan to correct the non-compliances noted in
this letter. We have scheduled the meeting for 2:30 p.m. on Tuesday. March 13~
2001, at the FDA Minneapolis District office located at 240 Hennepin A~-enue,
Minneapolis, MN. If you should have further questions about the meeting you ma}-
contact Compliance Officer Timothy Philips at (6 12) 334-4100 ext. 192.

Because these conditions may be symptomatic of serious underl}-ing problems that
coLllcl compromise the quality of mammography at your facility, they represent a
serious violation of the law which may result in FDA taking regulatory- action
~vithout further notice to you. These actions include, but are not limited to. placing
l-our facility under a Directed Plan of Correction, charging your facility for the cost
of on-site monitoring, assessing cil’il money penalties up to $10,000 for each
failure to substantially complj- with, or each da!- of failure to subst=antiallj- compl>-
~~-ith,the Standards, suspension or re~-ocation of j-our- facilitj.’s FDA certificate, or
obtaining a court injunction against further m.ammographj-.

It is necessary for y-ou to act on this matter immediatel>-. Please expku~l to this
office in writing within 15 working daj-s from the date j’ou recei~.eci this letter:

● the specific steps yoL~ have taken to correct all of the violations notedin this
letter;

● each step your facility is taking to pre~-ent the rec~~rrence Of similar ~-iOlatiOIl~:
● equipment settings (including technique factors], ra~v test data, and calculated

final results, where appropriate; and
w s,ample records that demonstrate proper record keeping procedures if the

findings relate to quality control or other recorcis.

Please submit your response to Thomas W. Gan’in, Radiological Health Specmhst.
Food and Drug Administration, -?~’75 N. Ma\-fair Roadl s~lite 200, Milwaukee. WI.

53226--1305.

Finally, you should underst-d that there =e ma-ny FDA reqt~irements Pertaining
to mammography. This letter pertains only to findings of your inspection and does
not necessarily address other obligations you have under the law. You may obtain
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general information about all of FDA’s requirements for mammography facilities by
contacting the Mammography Quality Assurance Program, Food and Drug
Administration, P.O. Box 6057, Columbia, MD 21045-6057 (1-800-838-77 15) or
through the Internet at http:// www.fda. gov/cdrh/ mammography/ index. html.

If you have specific questions about mammography facility requirements or about
the content of this letter please feel free to phone Mr. Garvin at (4 14) 771-7167
ext. 12.

Sincerely,

Acting Director
Minneapolis District

TWG/ccl
-.L.h.

xc: ,~v b’~
Lead Interpreting Radiologist
c/o Faim.ie\\-Northland Region~al Hospital
911 Northland Dri\-e

Princeton, MN 55371

Sue McClanahan
Supen-isor. Radiation Unit
Minnesota Department of Health
1645 Ener~ Park Dri\.e, Suite 300
St. Paul, MN 55108-2970

Priscilla F. Butler
Director, Breast Imaging .~ccreclitatio~l Programs
American College of Radiolo~r
1891 Preston White Dri\.e
Reston, \TA 20191


